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SUNMMARY OF FINDINGS

Inspection of this firm was conducted under CP 7356.002.

Previous inspections of this firm on 8/19/75 and 7/19-21/77 have been
in compliance, however, the firm did receive a Regulatory Letter on
9/14/76 regarding label claims for Kastab which is the firmm's brand

of Menadione Sodium Bisulfite. Iabeling for this product was changed
and revised labeling has been submitted during the previous inspection.

This firm continues to operate as a basic manufacturer of bulk drugs,

food and feed additives. These products include Clacium Pantothenate; ¢holine
chloride, both feed and pharmaceutical grade; calcium and sodium propionates
and EDDI. (Ethylene Diamine Dihydriodide). The firm also manufactures
Betaine Hydrochloride (food grade), Choline Bitartrate (food chemicals

Codex), and Choline Dihydrogen Citrate (food grade).

During the current inspection, a mumber of objectionable conditions and
QP deviations were noted associated with the manufacture of various
choline salts as well as EDDI. A large dead beetle was found in a drum
of choline chloride crystals which were labeled as pharmaceutical grade.
Dead beetles were also present in the building where this product is
manufactured and packaged. The insect contaminated choline chloride
was sampled as INV 79-124-319.

The building used for the manufacture of FIDI and choline salts was found
to be in a poor state of repair and allowed avenues for insect entry.
Same equipment deficiencies were also noted in association with this
process.

With respect to the manufacture of EDDI and pharmaceutical grade choline
salts, the firm continues to fail to test camponents. Master formulas

do not contain approved labels and label control was found to be inadequate.
Master forrulas were found to contain significant changes with no explanation,
dates or initials and in some cases were not being followed. :

The firm has no written procedure for review and approval of production
records prior to release of a batch and it was found that one lot of EDDI
was released even though some of the production records were missing or
incomplete.
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It was also noted that the firmm had previously rejected choline chloride
due to the presence of 'bug parts." However, the firm did not follow-up
with steps to correct this situation.

At the conclusion of the inspection, FD483 List of Observations was issued
to Production Superintendent Austin Nally and discussion was held with him
and Walter R. Friedhofen, Quality Assurance Manager. It was noted that

the firm is in the process of making major changes in batch production
records in accordance with Q/P's. There was same question by Mr. Friedhofen
regarding the applicability of GMP's to the firmm's products since they

are essentially bulk drug products.

In addition to the choline chloride crystals which were sampled for filth
analysis, samples of choline chloride crystals and choline bitartiate
were collected during the inspection per HFF-320 assignment memo dated
10/25/78. These samples were collected as INV 79-124-317 & 318 for
submission to HFF-144 laboratory for ethylene chlorohydrin residue
analysis.

During the inspection, a documentary sample of Vigofac premix containing
unidentified growth factors was collected as DOC sample 79-124-315 for
label review. This product was collected in response to HFV-236 assignment
request dated 10/24/78.

QP deviations associated with the manufacture of a lot of EDDI manufactured
during the inspection were documented under DOC sample 79-124-316.

At the conclusion of the inspection management was given an inspectional
warning and general correction of objectionable conditions was pramised.

HISTORY OF BUSINESS

There have been some changes in the firmm since the previous inspection. The
Verona, Missouri plant continues to operate as a part of the Mutrition and
Chemical Division of Syntex Agribusiness Inc. Division offices are located
at 1915 W. Sunshine, Springfield, Mo. 65805. Syntex Agribusiness Inc., -
Nutritional and Chemical Division is a subsidiary of the Syntex corporation.
Corporate offices for Syntex are located at 3401 Hillview Ave., Stanford
Industrial Park, Palo . Alto, California 94304.
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The Nutrition and Chemical Division consists in part of manufacturing
plants located at Springfield, Mo. and Verona, Mo. The Vice President

and General Manager of Syntex Agribusiness Inc., who has responsibility

for both Verona and Springfield plants is Godfrey J. Moll who is located

at the Syntex Agribusiness offices at 1915 W. Sunshine. Purchasing, sales
and pramotion are handled via the Sunshine office and same laboratory
support is provided by the Springfield manufacturing plant. The production
manager for both plants is located at the Springfield manufacturing
facility. The line of authority is as follows:

Production Superintendent Austin Nally (Verona)

Production Manager Larry Wakefield (Springfield)

Technical and Operations Director Rick Bagbee (Springfield)

Vice President and General Manager Godfrey J. Moll (Springfield)
President of Syntex Agribusiness Inc. vacant

Executive Vice President, Syntex Corp. Hans Wolf (Palo Alto, Calif.)

In addition to manufacturing a number of basic chemical products, the Verona
facility is a manufacturer of a large mumber of custam premixes. The premix
portion of the operation was not covered during this inspection.

A camplete listing of products manufactured or distributed by the Syntex
Nutrition and Cheamicals Division is attached as Exhibit 1. Products
manufactured (synthesized) by the Verona plant are indicated by a letter
V in the margin.

PERSONS INTERVIEWED AND RESPONSIBILITY

Prior to my arrival at the manufacturing plant, I visited the Nutrition

and Chemical Division offices located at 1915 W. Sunshine. Credentials
were shown and ¥D-482, Notice of Inspection was given to Vice President

and General Manager Godfrey J. Moll. Mr. Moll provided me with information
regarding the chain of command as noted in the previous caption. . While

at the Sunshine street offices I obtained labeling, formulation and shipping
records in conjunction with HFV and HFF assigmments covered during the
inspection. Credentials were shown to Mr. Arch Fletcher, Manager of
Distribution and Custamer Services prior to obtaining records and
distribution information.
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Upon arrival at the mamufacturing plant on 11/15/78, Credentials were shown
and FD—482 Notice of Inspection was given to Austin J. Nally, Production
Superintendent. Credentials were also shown to Mr. Walter R. Friedhofen,
Quality Assurance Manager who provided information regarding complaints
and quality control procedures. Review of finished product assay results
was conducted at the Springfield, Mo. manufacturing plant where the
laboratory is located. Credentials were also shown to Larry Wakefield

who is Production Manager for both facilities.

During the inspection, Richard S. Bagbee, Technical and Operations Director
was interviewed regarding the manufacturing process for choline bitartrate
and he did furnish information which I requested in this regard.

Also interviewed during the inspection was Lynn Hughes, Area 7 Supervisor.
Mr. Hughes is responsible for supervision of the production of choline
salts, EDDI and Panaplex 160.

Mr. Tony Newcamb, Manager of Quality Control furnished me with information
regarding laboratory analysis results and process changes.

Attached as Exhibit 2 is a flow chart showing the organizational set up of
Syntex Agribusiness Inc. and lines of responsibility.

Production organization for the firm is outlined in Exhibits 3-5 and includes
the Springfield, Mo. plant.

RAW MATERIALS

Raw materials, both foreign and damestic, are purchased by the firm in
accordance with purchasing department specifications. Raw materials
utilized by the firm are received in various bulk containers including
truck and rail car. Incoming raw materials are not tested for identity
or purity, even those products for which a mamifacturer's certificate
of analysis is not received. (Item 8, ¥FD-483). Consequently, incaming
raw materials are not quarantined upon receipt.

Raw materials in use during the inspection were from major

suppliers. In the case of EIDI, iodine 99.5% is supplied b;%
ydrazine, (64.0% H2N2) 1s supplil
hylene Diamine is supplied by the

7 01271
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Although raw materials are not routinely quarantined, sampled and identified
prior to use, the fimm does maintain receiving and usage records which
enables a lot of ingredient to be traced to the finished product.

BQUIPMENT AND PROCESSES .

The Verona facility continues to be located on approximately 100 acres
near Verona, Mo. The complex consists of 21 buildings which are designated
with a V preceding the building mmbers. The following is a list of building
; numbers and some of the operations which are housed in the respective
( buildings.

Building Number Operations

Building #1 Warehouse, dry cholineand fish
food manmufacturing.

Building #2 Propionate manufacturing.

Building #3 50% dry Choline manufacturing.

Building #4 Storage.

Building #5 Maintenance building.

Building #6 Electrical roam.

Building #7 : - Parts storage.

Building #8 Aqueous building slab.

Building #9 - - Premix manufacturing. -

Building #10 Choline salts and EIDI manufacturmg

Building #11 Formerly used for beta alanine
manufacturing which has been
discontimed.

Building #12 Laboratory.

Building #13 Panbplex drying.

Building #14 : _ Solvent recovery building..

Bullding #15 . ' Waste treatment plant.

. Building #16 - Finished product warehousge..... . .-. .
"~ Building #17 - Office and lunch room. _ . - - .

Building #18 _ .- Finished propionate storage$ :

Building- #19 o - . Fish food mamufacturing.

Building #20 - - Storage. . .. ... .

Building #21 : - Irrigation control roam.

/
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A number of building deficiencies were noted associated with building V10,
which is the EDDI and choline salts mamufacturing building. This building
is of steel construction and houses a number of glass line reactor vessels,
filters, centrifuges and a tumble bug dryer. During the inspection it was
noted that both large sliding doors and smaller exit doors do not fit
tightly and the larger doors were open during production. Virtually all
the screens in this building were cut or torn, apparently by employees,

to reach the window handle to open the windows. 1 observed broken glass
in at least a dozen windowpanes including those windows located next to
the tumble bug dryer where finished product is exposed.

The steel walls of the building are corroded around the floor wall junction
resulting in holes to the outside in these areas. There were also holes

in the walls of the building where pipes exit the building as well as

holes where pipes have been removed. The above items were listed as

Item la—e, FD-483.

I estimated approximately 100 dead beetles present around the perimeter
of the inside of building V10 also. (Item 4, ¥D-483). These beetles
were similar to the beetle found in the drum of choline chloride crystals
in building V11. Four dead beetles were collected fram the floor of

the building along the north wall and were sulmitted as sub #2 of INV
79-124-319.

Due to rains which fell during the mspectlon sta.ndmg water was present
outside the south door of building V10 as well as in the adjacent loading
dock. (Item 2, FD-483).

During the previous inspection, it was noted that the light fixture over
the choline salt centrifuge was corroded, however this was corrected
following the previous inspection. It was noted that the hood over this
centrifuge, however, is corroded. (Item 3, FD-483).

During the inspection, peeling paint was observed to be present on the port- —
lids of reactors in building V10. (Item 7, FD-483). It was also noted
that a wooden handle utensil is used to sample in-process products from
these reactors. (Item 6, FD-483). The wooden handled utensil is a plastic
beaker which is bolted to a long wooden stick. This utensil is used to
sample more than one type of product.

1271
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Choline Salts Manufacturing

During the inspection, Mr. Richard S. Bagbee furnished me with a brief outline
of the manufacturing process for choline bitartrate. The manufacture of :
choline chloride is similar to the choline bitartrate process. A copy of

the basic chemical reaction is attached as Exhibit 6. A copy of the

process description is attached as Exhibit 7. The process is essentially

a reaction between trimethylamine and tartaric acid to form trimethylammonium
tartrate which is then reacted with ethylene oxide to form choline bitartrate.
The choline salt is crystallized fram the solvent, centrifuged and dried

in the tumble bug dryer. Choline bitartrate is then either packaged in
poly-lined fiber drums for distribution or j to the Springfield,

Mo. plant for classification or coating with ilica aero gel. In the
case of choline chloride, it is not coated but may classified.

During the inspection, samples of four lots of choline chloride crystals
on hand at the firm were collected as INV 79-124-318. This sample of
choline chloride was sutmitted to the HFF-144 laboratory for ethylene
chlorohydrin residue analysis.

Four lots of choline bitartrate were also sampled under INV 79-124-317.
Since some of these lots were in quarantine when samples were collected,
the firm did furnish me with analytical results for choline bitartrate
prior to the end of the inspection. A copy of the analytical results
is attached as Exhib ince run #873-B was rejected by the firm
due to the presence cﬁ a carbon-type filter aid, this sample was
not submitted for analysis although it does appear on the receipt for

samples.
EDDI Manufacturing

EDDI is also manufactured in building V10. EDDI is manufactured 1n the -
following manner. A glass linedl,000 gallon reactor is-charg

ic . Ethylene diamine is added to the reactor
Hydrazine is then slowly charged into't
es the solution for g color change at which time the pH
is checked, The product is treated wit}
a slurry is then formed frg e res
The slurry is
The crystals s '
tumble bug dryer and packaged into 10 gallon poly—-lmed druns
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During the inspection, a number of GMP deviations were noted associated
with EDDI manufacture. For example, the master formula for EDDI
failed to contain approved labeling. Also, the master formula contained
significant changes with no explanation, dates or initials and, in some
cases, the master formula was not being followed. 1In the case of EDDI,
Run #1825, the master formula olvent to be used a—
wherea record shows scratched out and
ﬂ used instead. ere are no initials or explanation
Y

change in the batch record.

The master formula for EDDI also shows the drying temperature as-
dryin

degrees. It was noted that the drying log for this run shows a
temperaturem. In the area wifre the drying log was located,
the area su T had prepared drying times and temperatures for a
numb i rent products. The drying time for EDDI was listed
asﬁ. There is no notation as to who prepared the drying
sheet, whether or not it was approved and checked, or the date it

was prepared,

Another discrepancy was noted associated with this run of EDDI.,

There are two recorder charts involved in the production of a lot of
EDDI, one for each of two reactors. The recorder chart which shows the
Hydrazine reaction temperature was missing for Run #1825, and the
remaining recorder chart was inadequately identified, in that it did
not designate the reactor from which it was recording. Recorder charts
for other runs were observed stored in a stack in the operator's desk
in the manufacturing area, rather than in with other batch records.

The Hydrazine tank is located near one of the f%ctors, and contains a
sight glass with a tape measure., A chart is posted near the Hydrazine
tank to enable the operator to make necessary calculations to determine
the correct amount of Hydrazine to add to the batch., I observed that
the operator's Hydrazine tank calculations were written on the tank
and were not reflected in the batch records.
There were other discrepancies observed associated with EDDI, Run

#1825. Not all entries were made in the batch record, and missing
entries included "Time Batch Started," initials of the person carbon-
treating and filtering the product, 'Cooling Finish Time," and initials
of individual performing this operation, and ''Drying Finish Date," 'Time,
and initials. It was noted that the drying log, which is separate from
the batch record, does reflect the date, time and temperature of the
drying of the run, as well as the yield; however, this log is not
maintained with the batch record and contains no identification of the
individual conducting the operation. The batch records also fail to
show that each significant step in the process is checked by a second

indivadual,

7 01271
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In addition, there is no procedure for the review and approval

of production records prior to release of a batch. In the case of EDDI,
Run #1825, the lot was released on 11/13/78, even though some of the
batch record was incomplete and the recorder chart was missing.

The above discrepancies were listed as Items #9-#14, FD-483.

After a lot is manufactured, dried and packaged, a pink "QUARANTINE"
sticker is placed on the container, and it is placed in a warehouse
awaiting quality-control release. In the case of EDDI, laboratory analysis
is done at the Springfield, Missouri, manufacturing plant. Upon the
receipt of satisfactory laboratory analysis results, the pink "QUARANTINE"
sticker is removed from the drums, and it is replaced with a "RELEASE"
sticker, An example of a "QUARANTINE" tag for EDDI is attached as

Exhibit #9., 1In the case of feed-grade products such as EDDI, the
"RELEASE" sticker is yellow. (Exhibit #10,) Food or pharmaceutical-grade
products are labeled with a white “RELEASED" label, Copies of

Choline Bitartrate ''QUARANTINE" and "RELEASE" labels are attached

as Exhibits #11 and #12, respectively,

Most of the firm's products are not labeled until just prior to shipment.
A label order request is prepared, and labels are counted, coded and
issued by the label clerk, A copy of the label order request form is
attached as Exhibit #13., Labels are reconciled by the label clerk,

and the label inventory is maintained in a bound book in the label
storage room which is located in the firm's laboratory building.

During the inspection, the individual normally responsible for label
issuance had recently quit,. The firm's label inventory for two different
types of EDDI labels was checked, and both were found to be inadequate.
The label inventory for EDDI 100-1b. labels was short seven labels,

and the inventory for other EDDI labels was 36 labels short., The labels
were not being reconciled during the inspection,. (Item #10, FD-483.)

Discrepancies associated with master formula and production records- —
for EDDI, Run #1825, were documented under Sample DOC 79-164-316.

PROPIONATE MANUFACTURE:

S&dium and Calcium Propionate manufacture is accomplished in Building #2,
The manufacturing process for this product is the following: Lime is
slaked, charged into a reactor, and Propionic Acid is added. A
flocculating agent is added, and the tank is allowed to settle.

7 0i271 | S
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The Calcium Propionate solution is drawn off into a filtering tank,

and the liquid is filtered using filtering agents. The pH is adjusted
and the product is dried on one of the several drum-type roller driers.
The product is augered from the driers to a hammer mill, and then

the product is packaged in drums or paper bags. No significant objec-
tionable conditions were noted associated with the Propionate operation.

FERMASOL LABELING:

During this inspection, HFV-236 Assignment #78-150, dated 10/24/78,
was covered. The assignment, copy attached, requested an official

documentary sample, including qualitative and quantitative formula,
labeling, promotional material and marketing history, for a product
called Hoffman Bonded Fermasol, The assignment listed Hoffman-Taff,
Inc,, Manufacturing Chemists, Springfield, Mo., as the manufacturer,

Although the firm does manufacture and distribute a product called
Fermasol, the firm has not used the Hoffman-Taff name since about
January, 1974,

Syntex acquired Hoffman-Taff in 1969. 1In 1970-73 the firm was operated

as Hoffman-Taff, Inc., a subsidiary of Syntex Labs, Inc. About January, 1974,
Syntex Agribusiness Inc., was formed, and Hoffman§Taff was dropped

from labeling, letterheads and advertising in favor of the Nutritiom

& Chemical Division of Syntex Agribusiness Inc, == _
A copy of current Fermasol labeling was obtained during the inspection

and is attached as Exhibit #14. The current label is scheduled to

undergo revision since the firm can no longer obtain whey fermentation
solubles which are used in this product. Current Fermasol labeling
containg no reference to unidentified growth factors; however, the firm's
most recent product list, dated 4/78 (Exhibit #1) does make reference to
unidentified factors and unidentified nutrients in this product. -

During the inspection, it was noted that the formula used in the manufac-
ture of Fermasol is also ueed in two other products. These are

Vigofac-6-F and Dietazol, Dietazol is Syntex' export label, and Vigofac-6-F
is manufactured for Pfizer, Inc.; however, Syntex' name appears on the
label., vVigofac-6-F is a Pfizer trade-name, Vigofac-6-F is also

reportedly for export only. It_does contain references to unidentified
growth factors, Labeling and formulation were collected under Sample

DOC 79-124-315 for label review by HFV-236. .

RICERS S -
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PREMIX OPERATIONS:

The firm also has a custom premix manufacturing operation at the Verona
plant which is housed in Building #9. The firm manufactures a

variety of medicated and non-medicated premixes on a custom basis.

The premix operation was not covered during this inspection.

MAWUFACTURING CODES:

For products manufactured during the inspection, the firm utilizes both

a run number and a lot number. The lot number is a consecutive number
which is assigned to a product after it has passed quality-control testing.
The run number is also a consecutive number; however, the numbers do

not necessarily coincide since a particular run may be rejected for

plant use or rework. Lot numbers are also prefaced with letters

which designate the product. For example, EDDI lot numbers are

prefaced with the letters, EDS-%%*%*_, Choline Chloride lot numbers

are preferenced with CC-**, Choline Bitrtrate is

prefaced with the letters B-#%%%, etc,

LABORATORY CONTROLS:

Laboratory testing is done both at the Verona plant and the Springfield
plant. In the case of Choline Salts and EDDI, finished-product assays
are run at the Springfield, Missouri manufacturing plant.

I did visit the Springfield facility and reviewed a representative
number of laboratory results for Choline Chloride, Choline Bitartrate,
and EDDI.

During the review of laboratory results, it was noted that the laboratory
report for Choline Bitdtrate, Lot CBS-724, was rejected due to

containing bug parts. This particular lot was rum at the Verona plant;
however, it was also coatedand classified at the Springfield plant,
Apparently, the only follow-up was rejection of the lot,

Also, there were no written records of the investigation, conclusions
and follow-up for other reject products.

COMPIAINT FILES:

During the inspection, the firm's complaint files were reviewed for
a period of approximately six months prior to the inspection. Most
conplaints involved feed-grade Choline salts, and were due to the
tendency of the product to cake,
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egistered
rejected

: 3618, 613 and 576, due to
the presence of foreign material. The complaint reported that the

foreign material looked like rust; however, Syntex' analysis was

negative for iron. The reserve sample analysis showed little or no
extraneous material in the product,

DISTRIBUTION:

Copies of Syntex invoices showing recent shipments of EDDI and Choline
Salts are attached as Exhibits #15-#26.

LABELING & PROMOTION:

Copies of Choline Chloride; Choline Bitartrate and EDDI labeling are
attached as Exhibits #27-#29. Fermasol labeling and formulation is
submitted as a part of Sample DOC 79-124-315, Product descriptions

and specifications are included in the firm's product 1list and product
information booklet, Exhibit #1,

SAMPLES :

Three physical and two documentary samples were collected during the
inspection.

DOC 79-124-315--This is a documentary sample of Vigofac-6-F Premix,
which is an export product.. This product is identical to Fermasol; -
and Fermasol labeling is also attached, N S -

DOC 79-124-316--This is a documentary sample of EDDI, Rum #1825, which
was collected during the ingpection to document GMP deviations.

It was noted that the firm does consider these records confidential,
and they were so identified by Mr. Friedhofen, Quality Assurance
Manager. A copy of the Continuation Sheet for this sample is attached

as Exhibit #30, and lists discrepancies documented by collection of this- -
sample, : o R ) S

Sample INV 79-124-317--This sample consists of four subs representing

four different lots of Choline Bitartrate Crystals which were collected
per HFF-320 Assignment for Ethylene Chlorhydrin residues.- Sub #1 is Lot
B-1645; Sub #2 is B-1620; Sub #3 is 867R, with Sub #% being 868R.

[ P
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Syntex' analytical results for these lots are attached as Exhibit #8.

INV 79-124-318--This is a sample of Choline Chloride Crystals, also
collected per HFF-320 Assignment, and also represents four lots

on hand at the firm. Sub #1 is Lot CC-637; Sub #2 is CC-636; Sub #3
is CC-639; and Sub £4 is CC-641.

INV 79-124-319--This sample represents Choline Chloride Crystals
collected from a drum in Lot #CC-635, which contained a dead beetle,
Dead beetles from the floor along the wall in the Choline Salts
manufacturing building were also collected as part of this sample.
The lot was rejected by Production Manager Larry Wakefield, When the
insect was noted, management did state that partial drums of product
were considered tads and were reprocessed; however, this product

was in the released-product portion of the warehouse, and the firm had
been making shipments from this lot., Area Supervisor Lynn Rughes

did state that if orders were received for a small amount of product
that it could be filled from lots such as these.

CORRECTIONS:

Following the previous inspection, production superintendent Austin
Nally stated that the firm had corrected all objectionable items
listed. Most of the items dealt with discrepancies in the premix
area which was not covered during this inspection,

I did note several items which were listed on the FD-483 followiﬁg'the
previous inspection which had, in fact, been corrected, It was noted that
the firm did replace the corroded light fixture over the Choline Salts

centrifuge; however, it was noted during this inspection that the hood
above the light fixture was corroded.

The firm did install a shelf for the storage of utensils used in
handling the product.

It wag algso determined that the firm currently has specifications.for
the laboratory release of three-Nitro Premix.

DISCUSSION WITH MANAGEMENT :

At the conclusion of the inbpection, FD-483, List of Observations, =
was given to Production ‘Superintendent Austin Nally, and discussion was
held with him and Quality Absutance ‘Manager Walter R. Friedhofen.
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Also present during the discussion was Mr. William J. Zay, the former
plant manager. Mr, Zay is currently responsible for a number of in-
plant programs such as safety, etc.

During the inspection, Mr. Friedhofen had furnished me with copies of
the firm's new batch-record forms. Copies of the blank forms are
attached as Exhibits #31-#33., Mr, Friedhofen did point out that the
firm is in the process of reviewing all procedures and operatioms,
and the firm intends to apply GMP requirements to all products in the
immediate future.

Regarding the building defects listed as Item #1, FD-483, I pointed out
that the building was not adequate for operations where products are
exposed, I noted that the beetles found along the walls in the

Choline Salts building appeared to be identical to the beetle found in
the drum of Choline Salts which was sampled earlier. Regarding this
item, I also questioned the adequacy of the dust-control in this area,

Regarding the standing water present outside the south door of Building
V-10, as well as the loading-dock area, there was little discussion
regarding this item since it was obvious during the inspection.

Regarding the hood over the Choline Salts centrifuge, Mr. Nally

pointed out that a new sta - bean on order for approxi-
mately two months from them He offered to show me
the order for this hood, a state t would not be necessary,

and that I would note in my report that a new hood had been ordered.

The gentlemen made no specific comments regarding the dead beetles
present around the perimeter of the inside of Building V-10, or the dead
beetle present in the drum of Choline Chloride other than to acknowledge
that these items had been noted.

Regarding the wooden-handldd utensil used-to sample in-process products,
I pointed out that the wood could not be adequately cleaned and could
provide an avenue for cross-contamination. Mr, Nally stated that the
firm would attempt to obtain a utensil of plastic material of some type.

Regarding the peeling paint present on the port lids of reactors in
Building V-10, Mr, Nally asked me what I felt the significance of this
item was., I told him that it showed me that maintenance of the equipment
was lax, and that pieces of paint chips could fall into the product,
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Mr. Nally voiced the opinion that filtration of the product would
eliminate any problems of this nature,

Regarding the firm's failure to test components, Mr. Friedhofen stated
that he was not sure if he agreed with this observation. He felt that
this was not a GMP requirement and did not apply to this firm's .
products at any rate., He did state that he felt that Iodine, for example,
was not a component of EDDI, but was a reaction product, He stated that
the firm felt that if reagents were not satisfactory, the reaction would
not go.

Regarding inadequate label control, Mr. Friedhofen was present when the
label inventory discrepancy was noted. I pointed out at the time that
although the firm's regular employee in this area had recently quit,
the firm had no written procedures so another person could step in and
maintain label control.

Regarding master formula discrepancies, Mr, Nally stated that he had
personally seen to it that discrepancies such as a lack of dates and
initials, changes and different ingredients were corrected prior to the
end of the inspection,

Regarding the inadequate identification of the recorder chart for EDDI,

Run #1825, Mr, Nally asked me specifically what I meant., I pointed out that
there was no indication on the recorder chart which reactor the

temperature was being recorded on,

Management indicated at this point that until new batch records become
instituted, all pertinent charts and logs will be attached to the batch
records, It was pointed out that record-keeping discrepancies would

be corrected when the new record-keeping system is imnstituted,

This was also noted in response to Item #13, which is the lack of a
procedure for review and approval of production records prior to release
of a batch, It was noted that the new batch records are desigred

for final review and approval.

Regarding the firm's inadequate follow-up of reject material, I pointed
out that the firm's own analysis of a previous batch of choline
Bitartrate had revealed bug barts. I pointed out that there were only

-a couple of areas where product is exposed during the manufacturing

process. I pointed out thati a follow-up such

as a physical inspection of the facilities was not done by the firm, nor
were any investigation results and conclusions made in writing other
than the rejection of the batch.
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I pointed out to Mr. Friedhofem and Mr. Nally that product containing
bug parts was adulterated and was in violation of the Act. In this
regard, I read Sections 301(k), 402(a)(4), and 501(a)(1)&(2).

During this time, Mr, Friedhofen indicated that he was well aware of
the requirements of the FD&C Act, as well as the GMP's.

Although Mr., Friedhofen did question the applicability of the GMP's

to his firm's bulk drug products, I pointed out that the FD& Act did
not distinguish between bulk and finished pharmaceuticals as did the
GMP's, I also pointed out that the Act prohibited doing anything with

respect to a food or drug which resulted in its becoming adulterated or
misbranded.

In summary, management indicated that a number of corrections would be
made when the firm was able to institute the revised record-keeping
system; however, no specific commitments were made regarding what
action the firm would take with respect to the Choline Salts and EDDI
manufacturing building.

EXHIBITS:

Exhibit #1: Syntex catalog and product information booklet.

Exhibit #2: Flow sheet for the organization of Syntex Agribusiness,
Inc.

Exhibits #3-#5: Outline of the production organization for Springfield
and Verona plants. " T

Exhibit #6: Diagram of the reactions involved in the manufacture of
Choline Bitartrate.

Exhibit #7: Copy of the p#oces# description for Choline Bitartrate,
Exhibit #8: Choline Bitar%rate analytical results.

Exhibit #9: Quarantine taé for EDDI.

Exhibit #10: Release tag For EDDI.

Exhibit #11: Quarantine tég for Choline Chloride.

Exhibit #12: Release tag. for Choline Chloride.

Exhibit #13: Label order iequest.

Exhibit #14: Fermasol label.
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.;g POTENTIAL HAZARDOU WASTE SI ther' N
( | SITE INSPCCTION REPORT ﬁ

* SITE IDLCNTIFICATION

Site number
{obtain from Headquarters)

\ Fo
Site Name //6/‘0--"’&, sz'/saov/: . g,,/y,"(f\ x{\/'u,»w' Lo, 7e 5‘7"’7‘ ¢
. > —
Street (or other) % 4, .. 4 {,,...?,/0"’/
' identifier)
City,State, Zip
) County lame O e e
! Operator of Site 7ﬂ?£r\ 45, ¢_J/~()J /&4 "5@‘0(_7}7/
Telephone
Street Se e e $4. '
City,State,Zip - "/
Owner of Realty 4)/._,,5- T //;1, .&(J; il 3 .
(if different from opefator of site) Telephone
City,State,Zip
. Site Description
Ounership {__/ Federal /__/ State /__/ County

/__/ Municipal 1& Private

Fill in papes 2 through 13 of this form as completely as p0551b1e. Then use the
information on this form to develop a Tentative Disposition.

Estimate date of Tentative Disposition

/f// Apparent seriousness of problenm /__/ High /__/ Hedium /X/ Low /__/ Yome

' Tile this form in its entirety in the regional Hazardous Waste Log File. 3e sure to
include all appropriate supplemental forws in the file. Submit a copy of the forms to:
Site Trachkiny System

‘lazardous Waste Lnforcernient Tasl: Torce ,

U. S. Lnviroenmental Frotection Apency Prepared by /{‘/vwv"’( fﬂ"‘"‘y

401 :. Street SW (EN335)

Washington, D. C. 20460° Telephone Vi1 25§20
' Date [o—=3e—25

LD

IV 40034361
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SITE IDLNTIFICATIOLN

Site number

U. S. EMVIFOITIENTAL PRCTECTION AGLECY

RECION
PRTTNTIAL

HAZADDQUS WASTE SITE

SITE INSPLCTION REPORT

(obtain from Headquarters)

Site lame

- A

/. /A \
fCro~a Ll rsé a0

Jc.;/Y: P ﬂ—)/ ‘L),w »~
7

sy -

"t

7
Street (or other) RIS P AR (,,,‘///eﬁ.,z,/O"'
o
! identifier) o G ’
City,State, Zip /20, Lox

County lame

Operator of Site

ZS TN TS AP/t A, g5 %7

g‘ 2 p G

Street

City,State,Zip

Owner of Realty

(if different from opefator of site)

City,State,Zip

Site Description

Ownership /

/__/ Yunicipal

Fill in pages 2 through 13 of this form as completely as possible.

pLZSZ Private

information on this form to develop a Tentative Disposition.

g

v

File this form in its entirety in the regional lazardous Waste Log File.

Estimate date of Tentative Disposition

Apparent seriousness of problen

/__/ High /__/ ledium

,5'7,-475;-:‘, /35'. - "/’;'J’N(')',S 5///7 "ié‘("';}"//
7
Telephone
Se 2 e Sy
/s oy
AT A /Z:I 4 r‘{), ~r 03
Telephone
__/ Tederal /__/ State /_/ County

Then use the

/X/ Low

/__/ ¥one

e sure to

include all appropriate supplemental forwms in the file. Submit a copy of the forms to:

Site Traclingy System

lazardous waste Inforcenent Tash
U. S. Lnvironmental Frotection Apency

401 . Street SV (Zr335)
Wwashington, D. C. 20460

7 01606
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Date
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Paze 2 _B;
 LiSPECTICH INFORIATLON !
o ' / o :
Principal Inspector- j%lfqu.v( Do w7 Lo, AC:;,'lmL,-,:/ Ses e Pes 7
"t o Title , ~.
ELN v T 7053702
! Organization ™ Area Code and Telephone
INSPECTION PARTICIPANTS , - Y
Nanes Hobe 7 firordy gl Sﬁ'ﬂégy
Organization ;.’?‘/9/( /f:‘}-/}'v}? ;/ /8 ﬁ, ey 4
vd = wa
Telephone Fos 0 Y E-3)7 s Jry-p0e7
SITE REPRESENTATIVLS INTERVIEVWVLD (Corporate Officials, VWorkers, Residents)
Narmes Ly fouilfeey P’
. . 7 N
Titlc/’relephone K’[(/j(‘);(‘:'u e é) 6,1((.;- / /-’l’lp.«‘?@(,’ ..... (/i 7 _,J/ég,- 7.2» 5/
! Address Lo, dox /276 S -

)/,;7,,,-, 5 St Mo 6Ta5
v rig .

Naries

Title/Telephone _° e

Address

GENERATOR INFORMATION (List sources of waste)

Names S me O

Teleplione él;vaf/é‘LMY4y; /é¢.ﬁ~.ﬂ,n/

Address

Waste Type

Generated

TRANSPORTER/HAULER INFOIL:ATION

Nares ArAs

Telepnone

Address

Waste Type

Transported

If waste is processed on site and also shipped to other sites, identify off-site
facilities used for disposal:

7 016%™
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Fage 3 vl
INSPECTION INFORM ;IIOK\‘ (Continued) i
13 “l
Date of Inspection ( f2- 77 Time of Inspection
" Access gained by /&/ Permission /__/ Varrant
(Credentials must be shown in all cases) '

Veather / /1 o

SANPLING IXFORMATION

. Check off the tvnes of samples taken and indicate where they have becen sent e.pn.
regional lab, other ElA lab, contractor, etc. and estimate vhen the results will be availahle.

SAMPLE TYPL COLLECTED REMATILS ESTIMATE DATE THAT RESULTS
WILL BL AVAILABLE
Grounduvater /__/ Yes
Surface Water /_/ Yes
Waste /__/ Yes
Afr: /__/ Yes
Runof £ /__/ Yes
Spill /I Yes
Soil /__/ Yes
Vegetation /__/ Yes
Other [__] Yes
FIELD MEASUREILNTS TAILN (C.s,s radioactivity, explosivity, P, etc.)
. Type Location of Measurements Results
Photos Taken /_& Cround Photos in custody of /e’,,u»« /;1 :7/4
/4] Aerial ' ‘ 4
Site liapped /__/ Yes Location of aps

Latitede /_/ _/ /_/_/ /_/_J Lomitwde /__ [/ [ [ [_/_J [_J_]

deg min sec deg min sec

7 01606



i
" SITE INFORMATIOK

/_/ ACTIVE |

NAC’I IVE

| /_/ OTHER

Area of Site

GENLRATOR O SITE

Page &

<.
v et te
. '\l"

Those industrial or municipal sites which are being used’
for waste treatment, storage, or disposal-on a continuing
basis, even if infrequently. )

Those sites which no longer receive wastes.

Specify:
Those sites resulting from incidents like 'midnight
dumping” where no regular orxr continuing use of the
site for wastg disposal has occurred.

Mo /2{/ ' Yes /__/ 1f yes, specify generator’s SIC Code /__/_/_/_ ./

-

Are there buildings on the site No /__/ Yes /X/ 1f yes, specify ;‘lzv&,& 4'1_4,/»»»454 ,

CHARACTERIZATION OF SITE ACTIVITY Plew=7 !

[

/__/ TRANSPORTER

/__/ Rail
/__/ Barge

/_/ Truck

/__/ Pipeline

' /_/ Other

’

: Check off one or more of the activities below:

SUPPLENENTAL TORMS

/><] STORER /__/ TREATOR /__/ DISPOSLR
/__/ Pile /__/ Filtration /__/ Landfill
. [__/ Surface /__/ Incineration /__/ Landfarm
Impoundment . .
/__/ Druns /__/ Volume Reduct /__/ Opea Dump
[Z;Tank, Above /__/ Recycling/ /__/ Surface
Cround Recovery Impoundment
/__/ Tank, Below /_/ Chem/Phys /__/ tiidnight Dumping
Ground Treatment
/__/ Other /__/ Biolozical /__/ Incineration
Treatment
/__/ Waste 0il /__/ Underground
Reprocessing Injection

/__/ Solvent Recovery

/__/ Other /__/ Other

If the site falls within any of the cateroriecs listed below, supplemental foras must be filled
out. Indicate which supplemental forms you have filled out and attached to this form:

/2_4 Storaze /__/ Incineration /__/ Landfill
/__/ Surface Impoundment /__/ Deep Vell /__/ Chen/Bio/Phys Treatment
/__/ Landfarw /__/ Open Dump /__/ Transporter

/__/ Recyclor/Reclaimer

7 01606



. : Page 5 !
WASTE RELATLD INFORMATION v
4
"~ WASTE TYPE: . -,
- . /2% L1quID /__/ SOLID /__/ SLUDGE [/ GAS
.‘ 4
+ WASTE CHARACTERISTICS:
/__/ CORROSIVE /__/ IGNITABLE /__/ RADIOACTIVE = /__/ #IGnLY
/ _ﬁ"roxm " /__/ REACTIVE /_/ INERT /__/ FLADA

/__/ OTHER SPECIFY

UASTE CATLGORIES:
Are records of wastes available? Specify items such as manifests, inventories. ete:

i g-{s v e j‘,’lﬂ’-'(’\ /{7‘10‘/"‘1/%&’54 /L"b /llvxtz re'lf’*( bov S T { é-v-//“‘-rL

Estimated amount of waste by category and specify details below:

SLUDGE oOIL | SOLVEKTS | CHEMICALS SOL1DS OTHLR
ifLZO‘ e (.}-,,«//o.'rs — —_— — -
ant & unit “amt &/unit ant & unit amt & unit amt & unit amt & uni:
/__/ Paint, /2%-0ily /__/ Balogenated /_/ Acids /__/ Flyash /__/ Lab,P:
, Pigments Wastes Solvents
. /__/ Hetals /__/ Other /__/ Yon-helogntd /__/ Pickling /__/ Asbestos /__/ Rospii
Sludges Solvents Liquors
e /_/ POTW . /_/ Other . /__/ Caustics /__/ Milling /__/ Radio:
/__/ Alunm Sldg /__/ Pesticides /__/ ¥ine Tailngs /__/ Munic:
/__/ Other /__/ Dyes/Inks /__/ Ferrous I / Other
: /__/ Cyanides /__/ Non-ferr Specii
/__/ Phenols /__/ Other
/__/ Halogens !
/__/ PCB
/__/ Metal Solvents
/__/ other
LIST SUBSTANCES OF GREATEST CONCERN WHICH ARE ON THE SITE: (place in descending order of
l Substance Forn Toxicicy CAS RKumber Anount and Unit
(S0lid, (digh, ‘ied,

Liq,Vapor) Low,lone)

| DD _/v'wz Hos L 27 Lga 4/:/“2,4..,
2 ’ ;r'/7’grr1'
3

T 01608
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P 6 L,
age '.,
VAZARD DCSCRIPTION
‘ '-.‘
FIELD
EVALUATIOKN HAZARD DLSCRIPTION REMARKS
Check below
I if llyes"
. /é/\ Human licalth Hazards s poriid /72.4&) Ans
o szl reporsed(NZeS foiame) TOLy o ¥-250 5% 4? |
; Lo Sy —h wmw,
|
[}
/_/ Non-Vorker Injury/FExposure
A Worker Injury/Exposure
I/ Contamination of Water Supply
[ A
/_/ Contarnination of Food Chain

7 01606 - — ' ‘



EAZARD DESCRIPTION

TIELLD
EVALUATION HAZARD DESCRIPTION

i

Check below

Yage 7

REMARKS

if "yes"
) /__/ Contanination of Ground ﬁater
l .
/_/ Contamination of Surface Water
- /__/ Da;;;e to Flora/Fauna ‘
| /) Fish Rill
/__/ Contamination of Air

7 01606




RAZARD DCSCRIPTION

FIELD ‘ '
LVALUATION HAZARD DLSCRIPTION

Check below

REMARKS

if "yes"

| /__/  Noticeable Odors

!

!
I/ Contamination of Soil

A Property Deamage
- _Tire or Explosion = __ . _.
/[ Spills/Leaking Containers/Runoff

Standing liquid

7 01606




page 9 :
‘ v,
HAZARD DESCRIPTION :
} “..
FIELD
LVALUATIOI: HAZARD DESCRIPTION RIIARKS
. Check below
, lf llyesll
v /__/ . Seuer, Storm Drain problens
‘!
1
l
/___/ Erosion Problems
i
/__/ Inadequate Seéurity
/_{. . Incorpatible Wastes
/_/ iidnight Durmping

7 01696 ‘
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HAZARD DESCRI pr

. I‘age 10 o‘"
Ion - v
I" ) f‘
FIELD . .
e I\'ALUATIOH BAZARD DESCRIPI'IO.'.‘ REM’ARJ:S
y
Check below
if "yeg"
Y,

—
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Page 11 ; "
!
1 “‘
POTULATICY DIRECTLY AFFECTED 2Y SITL: .
Approximate Approximate
nunber UVithin Number DPistance
of People unit of Luildings to
/qo{(r,ﬁ/, Affected Area Affected Site
b gl W”“‘/‘
In residential areas /3 | te Aaclov
,"J"-S
In commercial or industrial areas
In publicly trevelled areas
Public Use Areas (Parks, Schools, etc.)
WATER AND RYDROLOGICAL DAT
Depth to Croundwater ,Z; {-"(.)‘./'/‘/m*«’ Direction of Tlow
Groundvater use in vicinity s pateai Koe e s Potential yield of Aquifer Maifo..
I
Distance to Driankinz Water Supply1 S0 et Direction to Drk Wer Suppl OnJ,., sen S7¢

List

7 01606

d

Type of Drinking Vater supply /__/ Ron-Community /__/ Community(Town of S, ¥ ¥%7

< 15 connections >15 connections

/__/ Surface Water (XL vell

all drinking water wells within 1/4 mile radius of site:

Well Depth Location
(proximity to population/buildings) Ron-Conmunity
43 Cn 5)/«;’;(’:@)’/,’( V/_/
—_— — I/
— ——— I/
— —_— /1
—_— I/
Receiving Waters /_/ Sewers o /A Streams/Rivers o
Name : /__/ Lakes/Reservrs /__/ Other

AT T T~
Specify use and classification of receiving waters & Z-¢ 7 fr e emz v

2

o -~ <t T e

5 7-’"/’" <&k I‘\"k,




{

¢ SOIL &ND \’EGETATIQ,\' DATA
Location, of Site is in:
/__/ Known Fault Zomne

" /P& 100 Year Floodplain

2 a—

/__/ A Regulated Floodway '

TYPE OF GEOLOGICAL NATERIAL OBSERVED
/_X/ Gverburden

/ﬁ_/ Sand

———

/__/ Clay

/__/ Gravel

SOIL PERMEABILITY

/. X/ Unknown

/__/ Righ (1000-10 ft/day)
Recharge Area /X/ Yes /_/ %o
Discharge Area /%&/ Yes /_/ No

Slope (estimate X of slope)

_.Other Geological. Dats

Fage 12 te

P_é/ Karst Zone /‘7f—ff, '9/5
/__/ Vetland

/__/ Critical Habitat

/__/ Recharge Zone or Sole Source Aquifer

/__/ Bedrock (specify) /__/ Other (specify)

/__/ Yoderate (10 to .1 ft/day)

/__/ Very High (100000-1000 ft/day) /__/ Low (.1 to .00l ft/day)

/__/ Very Low (.00l to .000C1 ft/day)

A Y
Comments: [.‘,-'.‘»)?'2 /8 v Sivscie z”(a—,‘?’(
y 24
lo~(er e Loy

Conments: Lo Zaed

Specify direction of slope, condition of slope, etc.

7 01606
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Page 13 _'-_‘:
: v
PERMIT INTORMATION i
List all Applicable Permits held byl the site: ’
‘ Permit Type Issuing Permit Date Expirtn 1In Compliance
+ (E.g. RCRA, State, NPDLS, etc) Agency Number Issued ' date Yes No U:
L. ’ [_/ /_/ !
11 /.
| . 1 1]
VA |
_ Y Y A

FAST REGULATORY OR ERFORCLIENT ACTIONS
: /_'__;; ‘None w\ﬂ

/_/ Yes 1f yes, summarize:

Based on the information on papes 2 through 13, £ill out the projected d'ate of the
Tentative Disposition on the first page of this form.

7 01608 | | o



Answer and explain as necesszary:

l.

2.

Land Farm

State permit yes {( ) no ( ) .

Area (dimensions of site):

Application rate

Improper Disposeal of Unauthorized Material in Land Farm
ves () no () ‘

Diversion structures are Effectively Constructed and
Properly Maintained yes ( ) no { )

Evidence of Ponding of Licuid on Site yes () no ( )

Odors (especially hvdrogen sulfide) Yes ( ) No ( )

indiceates

General Physical appearance of soil (color, clasticity,

etc):

Vegetaticn on Lancdiazrm:

7 01606




o .

Sterage Facilities g

Answer and explain as ngcessary.
1. Storage Areaz has Continucus Impervious Base yes éi$ no ( )

2. Storage Area has a Confinement Structure ves })4\_no ()

3. Evidence of Leakage/Cverflow vyes ( ) no (P (Document
where and how much runoff is overflowing cr leaking from
contzinment) :

4., Estimate Type and Number of-Barrel/Containers:

/ ,65". 5-/”: c'/ 7.’,.,,4

gS, Glass or plastic storagce containers used Yes ( ) No @Kl

. Estimate Number and Capacity of Storage Tanks: 2.4

- ”5”“"1’44'“"1»7 (a2 U v gy [l 52,/ resdet
vi 4 T 7 7

7. Note Labeling on Contziners:

.. 8. Evidence of Leakage Corrosion or Bulging of Bzrrels/Con-

tziners/Storage Tanks ves ( ) mno () (Dccument evidence.
Cescribe location anc extent of damage. Pnhotograph)

§. Direct Venting of Storazge Tanks. ves ( ) no (X

-



‘1 10. Check Area for Coptainers Holding Incompatible Substaﬁbes
Yes ( ) No ¢ i (If yes, document evidence. Describe
locaticn and identity of hazardous waste. Photograph).

1l. Check area for storage at incompatible substances stored in close
proximity. Yes ( ) No (X (If yes, document evidence.
Describe location and identity of hazardous waste. (Photograph)

JA: 12. Adeguate Container Washing and Reuse Practices Yes ( ) No ( )

ﬁﬁ\ 13. Adeguate Practices for Disposal of Empty Storage Containers
Yes ( ) No ( )

7 01636 | | ’



Lo , U. S. ESVIRONSLNTAL PROTECTION AGDNCY v
RECIOR Z ’/__V a3

POTENTIAL HAZARDOUS WASTE SITE

-

, TENTATIVL DISPOSITICH
SITE 1DEXTIFICATION

Site number

Site Rame - LB ivre s hssecs | (o D ot Srorse A7e
d / 7 bl
' 7 s
Strect o, Jox. )2 9€ 5 5.5, .,”;E'r?'—//ﬁii—— It A—

. Cigr,State, 2ip Spprsgforcll  gpssoer. biges—
4 14 7z .
. TENTATIVE DISPOSITIOK
{ .
Action Agency

Check
Off Er: State Local Private
1) NO ACTION NEEDED - N0 HAZARD [/
2) INVISTIGATIVZ ACTION(S) KELDED /__/ /I_/ /I__/ /1 /7
_ 1f yes, £il]l in Page 2
' 3) RDIIUIAL ACTICH KIIDED / & 12/ 125 /__/ /__/
. 1f yes, fill in page 3 :
4) TNFORCEMENT ACTION IEIEDED /_/ 121 /_J
1f yes, specify whether the
case will be primarily
manazed by the EPA or the I/ /__/

State.

i - : :
Rationale for disposition: 5947,;& /gfrf /.»-»)«-’J'J brge o (ov FTr—TT /0 >
L

_ﬁ(&fiz./ 2 .«/,ch{’u-/./ e S »4/1/5 Ot Aypdlocs e —

Jf({/r"w-?'p~ g,uc!’ 79;_1\-’ o A e 2K e 7440& lfwh.}//!
|

s TN ROl o )/.. 2. ”6// £otosorss Y10 G LSS,
- 7 4 7

Incdicate the estimated date of Final Nisposition: \//44, S/ 75 A
P

1f 2z Case Development Tlan is necessary, indicate the
estivated date on which the Flan will be developed:

Tile this form in the regional lazardous Taste Log File and submit a copy to:
Site Tracking System

Bazardous Waste Enforcement Task Force . jgép
U. S. Invironmental Protection Agency Prepared by

401.) Street SV (Li°335)
wasuingtorn, 2. C. 20D4CC Telephone

7 01606 e



t’ ) Fege 2 .

 INVESTIGATIVE ACTIVITY KEEDED

Identify additional informetion needed to achieve a final disposition:

(:‘;-4-- PPN oS ¥.4 Cabn s M '%‘u ) ../(/(b_)/-' PAY S PR ((l 10 /c‘z'/r;éfﬂ“'”./
. # e 7 7 rd
A O VL p- StV /{7/0‘2'0(../) . QT 5 vre o/ ke f“/r_, ", /"/‘I' yi 6')'/‘/4ff—ﬂ/
4 v 7 e Za 7 e
57" Py a2 ?;v N 9.’(4' ¢ Ll ) v 5 /'/4/\ 7:—' ,,I 2l (’p[f"" = P s eSS 74}"—«"’5231
[d , /
] ’ To Be
ICTH0D FOR OETAINING Scheduled Performed Estimated
NEEDED ADRITIORAL Date of .by (EPA, llanhours PRenarks
IRTORMATION Action Contractor,

State, etc)
i SITL INSPLCTIONS

.

'ONORTITORIRG

SAIPLING

LAD ARELYSIS

" OTHER

S 2%¢ ,/

S‘{?”é’( /4“/‘/"""’(” /6/””('(’/ 'A/%/ Sure _ﬁ;’@ ,.’L-,"(ﬁ,,,,, 127 ol e frus P,
4 r

o P o #2420

b.?,-.(z"(ﬁ. /"' L

Tlease elaborate on any cf the above as needed to identify additional investigative worl:

Action 2cency Total Estimated lianhours
for Investivative Activities
Lrs ;‘ (X & ¥ U’C'/(. ne 7:’/'
State 70 -

7 0 1 Bﬁcg!tra‘ctor :
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' .
. . .

PR ' -

) : Fane 3 e,
- | RCHEDIAL ACTIOLS S
SHORT TERM/EMERGENCY STRATEGY (On site and off-site) p

v PR
. - l ¢
Sow .

» List all emergency actions needed to brins site under immediate control, e:iz.

restrict access, provide alternate water supply, etc. See instructions for a list of
. Key Words for each of the actions to be used in the spaces below.

Est. Est. Action
Action Action Agency Estimated
ACTION Start End (ZPA, Cost Specify 311 or other action;
Date Date State, indicate the magnitude of the work
‘ Private required:
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LONG TER STRATECY (On site and off-site)
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List 211 long term solutions, e.z. excavation, removal, ground water wonitoring wells, etc.
See instructions for a list of Key Words for each of the actions to be used in the spaces bel:

Est. Ist. Action
Action Action Agency  Estimsted
ACTION Start End (EPL, Cost Specify 311 or other action;

Date Date State, indicate the magnitude of the work
Private requirec:
Party
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POTERTIAL HAZARDOUS WASTE SITE LOC
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-,-ne initial idemtification of a poten'tial site or incident should not be inte.rpre:ed as 8
"inding of illegal activity or confirmation that an actual health or environmental threat
:xists, All identified sites will be assessed under the EPA’s Hazardous Waste Site Enforce-
aent and Response System to determine if a hazardous waste problem actually exists.
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Site Name
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Date of Responsible Organization Person Making
Determination or Individual Entry to
or (EPA,State, Contractor, Log Form
Completion Other)
".. ldentification of Potentieal /7 7/ £ /A /’«,,y,tz_" Swrir e S,
Probler ' . o
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(check eppropriate item)

a. lio Action lNeeded /__/ Yot Applicable

b. Investigative Action I/
Needed
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Weeded . ' ' -

d. Enforcement Action /1
Needed Vs

.« ZPA Final Stratesy Deteruination . T e e ey

(check appropriate item) -

a. Ko Action lieeded /1 Hot Applicable

b. Nemedial Action lecded 11

¢. Zemedial Action Needed but Tot Applicable

"o Fesources Available /7 '
d. Enforcement Actiomn /_/

i. Case Development Plan
Prepared /__/

? 016081. Enforcenent Case Filed™ | ‘
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